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DETAILED ACTION 

Response to Arguments 

1 . Applicant's arguments filed 3/24/08 have been fully considered but they are not 
persuasive. 

2. Regarding claim 1 , Applicant argues that Malaviya 797 does not disclose that 
the conduit flap extends to the synovium. However, claim 1 is an apparatus claim and 
this limitation is directed to the intended use of the device. The cell growth conduit flap 
of Malaviya is entirely capable of being positioned such that the flap extends to the 
synovium as the claim requires. 

3. Applicant's arguments with respect to claims 21 and 25 have been considered 
but are moot in view of the new ground(s) of rejection. 

4. Arguments regarding the rejection of claims 1 and 18 as being anticipated by 
Malaviya '344 are not persuasive for the same reasons as discussed above regarding 
the rejection of claim 1 in view of Malaviya '797. Applicant further argues that Malaviya 
'344 does not disclose that the cover/flap is adapted to communicate biological 
materials to the tissue defect in the meniscus, however, the cover materials disclosed 
by Malaviya '344 and '797, including ECM, bioremodelable material, and biocompatible 
polymers, are all capable of communicating biological materials to the tissue defect in 
the meniscus. 

5. Applicant's arguments regarding the rejection of claims 9, 24, and 26 under 35 
U.S.C. 103(a) as being unpatentable over Malaviya '797 are not persuasive. Applicant 
argues that the tabs disclosed by Malaviya are for the purpose of fastening the device to 
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the surrounding tissue and that Malaviya does not disclose that tabs allow cells and 
nutrients to travel to the defect in the meniscus and encourage healing of the meniscus. 
The Examiner disagrees as the tabs are simply an extension of the cover which is 
disclosed to be a material that allows cells and nutrients to travel to the defect. Figure 
41 illustrates use of the tabs described in par. 38. Clearly the tabs, which are an 
extension of the cover, contact the synovium. The claim only requires that the flap 
allows cell and nutrients to the defect and therefore only requires that the cover does 
not inhibit cells and nutrients from traveling to the defect. Further the claim does not 
require that blood or synovial fluid is allowed to travel to the inner portion of the device 
as argued by Applicant on page 9 lines 12-14. 

6. Regarding arguments about the rejection of claims 22, 23, 28, and 29, see the 
above discussion of the rejection of claims 9, 24, and 26. 

7. Arguments regarding claim 19 are not persuasive as it has been held that where 
the general conditions of a claim are disclosed in the prior art, discovering the optimum 
or workable ranges involves only routine skill in the art (In re Aller, 220 F.2d 454, 456, 
105 USPQ 233, 235 (CCPA 1955), MPEP 2144.05 II A). 

Claim Rejections - 35 USC § 102 

8. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
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granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

9. Claims 1 , 2, 4-8, 1 0-1 7, and 20 are rejected under 35 U.S.C. 1 02(b) as being 
anticipated by Malaviya et al. 2003/0036797. 

1 0. Re claim 1 , Malaviya discloses a biocompatible meniscal repair device, 
comprising a biocompatible tissue repair scaffold 250 (figs. 26-29) and cell growth 
conduit flap 232,234 attached to the tissue repair scaffold (fig 29), the cell growth 
conduit flap being adapted to communicate biological materials to a tissue defect in the 
meniscus (flaps have open space to communicate biological materials from the 
vascularized area in which it contacts, par.24). Regarding the intended use of the 
device as claimed, the repair scaffold is capable of being placed in contact with a defect 
in a meniscus and the cell growth conduit flap is capable of contacting a tibial surface 
and extending to the synovium. 

11. Re claim 2, see par.153. 

12. Re claim 4, Malaviya discloses that the scaffold is made of SIS (small intestine 
sub mucosa) or other ECM material (par. 1 57), which is known in the art to be 
bioresorbable. 

1 3. Re claim 5, Malaviya discloses that the compartments which form the scaffold 
could be made of a biocompatible polymer in substitute of ECM material, or can be 
made of a composite of the two (par.182, noting that it says it can be applied to other 
embodiments of the invention, such as fig. 29). The cell growth conduit flap can be 
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made from an ECM material (par. 138). Therefore, the scaffold and the flap can be made 
from different materials. 

14. Re claim 6, Malaviya discloses that both the scaffold and the flap can be made of 
the same materials (pars. 138, 157). 

15. Re claims 7 and 8, Malaviya discloses that the scaffold and cell growth conduit 
flap include a least one polymer derived from monomers selected from the group 
consisting of glycolide, lactide, and dioxanone (par.11 states that a mass is filled within 
the flap space, such as the scaffold and the flap would include within them said mass. 
Par.1 1 also states in various embodiments the mass can be made of biocompatible 
polymers, which is later disclosed as glycolide, lactide, dioxanone, and other polymers 
in par.36. Furthermore, the flap and scaffold could be made in part of these materials as 
described in par.182). 

16. Re claim 10, Malaviya discloses that the scaffold is made from naturally 
occurring ECM as explained above with respect to claim 6 and therefore inherently 
contains natural polymers. 

1 7. Re claim 1 1 , Malaviya discloses that viable tissue is disposed within the scaffold 
(biologically derived agents, par.159 - the agents can be tissue as described in par.33). 
It is inherent that the tissue would integrate with the native tissue. 

18. Re claims 12 and 13, Malaviya discloses that the scaffold can contain within it 
bioactive agents (par.159) including growth factors or other agents that stimulate cell 
growth (par.32). 
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19. Re claim 14, the cell growth conduit flap and scaffold can be formed from a 
single piece, as they both can be made from the same large sheet of ECM material and 
cut as desired to form the specific parts. 

20. Re claims 15-17, Malaviya discloses in Figure 29 that the flap and scaffold are 
oriented together that they are substantially perpendicular. Furthermore, the scaffold 
conical sections are capable of being oriented in other directions to form shapes of a "T" 
or "L". 

21. Re claim 20, see fig. 29. 

22. Claims 1 and 18 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Malaviya et al. 2004/0143344. Malaviya discloses a biocompatible meniscal repair 
device comprising biocompatible tissue repair scaffold 14 (fig. 9), and a cell growth 
conduit flap attached to the tissue repair scaffold (Fig. 9, part 12, layered cover) capable 
of communicating biological materials to a tissue defect in the meniscus (par.49). 
Regarding the intended use of the device, the scaffold is capable of being placed in 
contact with a defect in a meniscus (Fig. 8 and 8a), and the cell growth conduit flap is 
capable of being placed such that it contacts a tibial surface and extends to the 
synovium. 

23. Re claim 18, Malaviya discloses that the thickness of the cell growth conduit flap 
is less than the thickness of the tissue repair scaffold, as clearly shown in Fig. 9. 

Claim Rejections - 35 USC § 103 

24. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

25. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Malaviya 
et al. 2004/0143344 in view of Malaviya et al. 2003/0044444. Malaviya '344 discloses 
the invention substantially as claimed including that the cell growth conduit flap can be 
made from ECM material (par.49). However, Malaviya '344 does not disclose that the 
density is in the range of about 150-350 mg/cc. Malaviya '444 discloses an ECM 
scaffold that can be made to have a desired density (par.35). Therefore it would have 
been obvious to one of ordinary skill in the art at the time the invention was made to 
modify the ECM material disclosed by Malaviya '344 in view of the teaching of Malaviya 
'444, as it has been held that where the general conditions of a claim are disclosed in 
the prior art, discovering the optimum or workable ranges involves only routine skill in 
the art (In re Aller, 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955), MPEP 
2144.05 II A). 

26. Claims 9, 21 , 25, and 27 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Malaviya et al. 2003/0036797. 

27. Re claim 9, Malaviya discloses that the scaffold and flap can include glycolide 
and L-lactide as explained above with respect to claims 7 and 8. Malaviya also 
discloses that any copolymer used in implants can be utilized (par.36). Malaviya does 
not specifically state that this device uses the copolymer of glycolide and L-lactide, 
however, it would have been obvious to one of ordinary skill in the art at the time the 
invention was made to substitute the material with the copolymer of glycolide and L- 
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lactide, as it is well known in the art to use the copolymer of glycolide and L-lactide and 
Malaviya states that copolymers can be used. 

28. Re claims 21 and 25, Malaviya discloses a method of surgically repairing 
meniscal defects, comprising: providing a tissue repair scaffold having attached thereto 
a cell growth conduit flap (see explanation above for claim 1), positioning the tissue 
repair scaffold in contact with a defect in a meniscus while positioning the cell growth 
conduit flap in contact with a tibial surface (par.24; the scaffold is in a defect area, and 
therefore is in contact with the defect), and fixing the tissue repair scaffold in position 
(par.156 explains that the scaffold is placed in position in between the conduit flaps), 
wherein the cell growth conduit flap allows cells and nutrients to travel to the defect in 
the meniscus and thereby encourage healing of the meniscus (par.24, explains that 
blood and fluid would travel to the inner portion of the device to regenerate the 
meniscus). Malaviya does not explicitly disclose that the cell growth conduit flap is in 
contact with the synovium. However, Malaviya does state that one or more of the layers 
of the material forming the upper cover or the lower cover may be formed to provide 
tabs extending away from the device to facilitate attachment to the surrounding tissue 
(par.38). This would still be attached and apart of the growth conduit flap, and could 
extend to the synovium (see fig.41 for example), as it is a surrounding tissue of the 
meniscus. Therefore it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to place the cell growth conduit flap in contact with the 
synovium, as it would allow for attachment of the device as explained above. 
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29. Re claim 27, the cover materials disclosed by Malaviya are capable of acting as 
a conduit that enables cells and nutrients to travel from the synovium to the tissue 
defect in the meniscus. 

30. Claims 22-23 and 28-29 are rejected under 35 U.S.C. 1 03(a) as being 
unpatentable over Malaviya et al. 2003/0036797 in view of Li et al. 4,790,819. Malaviya 
discloses the invention substantially as claimed and as discussed above but does not 
disclose the step of rasping the meniscus before positioning the cell growth conduit flap. 
However, Li discloses in the background of the invention, first paragraph, that the initial 
phase in wound repair is a fibrin clot. They further state that this is absent in meniscal 
tears, and the synovium and meniscus are rasped to get the blood supply into the area 
to be able to form a clot (therefore the step would be before positioning any devices in 
the tear, as it should be the initial phase of the healing). Therefore it would have been 
obvious to one of ordinary skill in the art at the time the invention was made to provide 
the step of rasping the meniscus and synovium before placing the cell growth conduit 
flap in position in view of the teaching of Li, as it can provide an increased blood supply 
to help promote wound repair, as explained in the first paragraph of the background of 
the invention. 

Conclusion 

31 . Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 

§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 
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A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to MEGAN WOLF whose telephone number is (571)270- 
3071 . The examiner can normally be reached on Monday-Friday 7:00-4:30 EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/M. W./ 

Examiner, Art Unit 3738 
8/5/08 



/Bruce E Snow/ 

Primary Examiner, Art Unit 3738 



